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DETAILED ACTION 

Claims 25-59 are pending in the application. Claims 25-47 are withdrawn from 
consideration for being directed to non-elected subject matter. Claims 48-59 are currently under 
examination. 

This office action is in response to the amendment filed on 12/3/07. 

Response to Amendment 
The rejection of claims 48-5 1 and 54-56 under 35 U.S.C. 102 (b) is maintained for reason 
set forth of the record mailed on 10/10/07 and further discussed below. 

The rejection of claims 52, 53, 57-59 under 35 U.S.C 103(a) is maintained for reason set 
forth of the record mailed on 10/10/07 and further discussed below. 

Response to Arguments 
Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 48-51 and 54-56 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Glorioso et al. 

In response to this rejection, Applicants argue that the '511 reference does not teach each 
and every element of amended claim 48 and thus does not anticipate the claimed invention. 
Applicants assert that the '511 reference teaches a method for genetically alleviating pathologies 
of the joint, not to an ectopic site and do not perform the function of cartilage tissue and are not 
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used for tissue repair or construction. Applicants assert that Glorioso is using the modified 
chondrocyte-gel composition to treat pathology in a tissue native to chrodroncytes, and cells 
delivered to treat or repair native tissue will have a high propensity of being incorporated within 
the tissue at the repair site, which is at odds to the claimed invention. Applicants further assert 
that Glorioso does not teach using the modified chondrocytes as suitable drug delivery agents for 
delivering therapeutics to environment that are foreign to those cells, i.e. tissue other than joints. 
Applicants allege that it is with hindsight that the examiner is able to realize the potential 
benefits of using modified chondrocytes to treat abnormalities at ectopic sites without the cells 
performing the function of cartilage tissue or being used for tissue construction. Applicants thus 
conclude that the claimed invention is not anticipated by Glorioso et al. 

The above arguments have been fully considered but deemed unpersuasive. The detailed 
reason for this rejection was set forth of the record mailed on 10/1/07. In response to the above 
arguments, Applicants are reminded that the claimed invention is directed to a product, the 
modified chondrocyte, rather than a process, such as a method of using the chondrocyte as a 
delivery vehicle to a site that is foreign to chondrocytes. As stated before, the intended use of 
chondrocyte would only be considered a limitation that distinguish from the prior art if it makes 
a difference to the structure of the claimed chondrocyte. However, in the instant case, the 
limitation of "wherein the target region is an ectopic site.. .and is not used for tissue repair or 
construction" does not impart a structural difference of the claimed chondrocytes to the 
chondrocytes disclosed by Glorioso. In other words, if the prior art structure of the chondrocytes 
is capable of performing the intended use, it meets the limitation. Therefore, for reasons set forth 
in the previous office action and above, this rejection is maintained. 
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Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 52-53 are rejected under 35 U.S.C. 103(a) as being unpatentable over Glorioso et 
al, in view of Bartholomew et al. 

In response to this rejection, Applicants assert that the '511 reference teaches a method 
for genetically alleviating pathologies of the joint, not to an ectopic site and do not perform the 
function of cartilage tissue and are not used for tissue repair or construction. Applicants assert 
that Glorioso is using the modified chondrocyte-gel composition to treat pathology in a tissue 
native to chrodroncytes, and cells delivered to treat or repair native tissue will have a high 
propensity of being incorporated within the tissue at the repair site, which is at odds to the 
claimed invention. Applicants further assert that Glorioso does not teach using the modified 
chondrocytes as suitable drug delivery agents for delivering therapeutics to environment that are 
foreign to those cells, i.e. tissue other than joints. Applicants argue that Bartholomew does not 
teach or suggest using a biocompatible substrate in place of the IID's to deliver genetically 
modified cells or EPO mimetibody. Applicants further argue that Bartholomew fail to disclose 
the use of genetically altered chondrocytes for expressing EPO or its mimetibody, or the ability 
of the modified chondrocytes to express the therapeutic when delivered at an ectopic site. 
Applicants further assert that Bartholomew does not teach the elements of claim 48, 52 and 53, 
and fail to remedy the deficiency of Glorioso et al. Applicants also argue that it is examiner's 
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burden to show why one of ordinary skill in the art would consider substituting the mesenchymal 
stem cells disclosed in Bartholomew with chondrocytes expressing EPO or its minetibody, and 
replace the immunosiolatory devices with a biocompatible matrix. Applicants thus conclude that 
the claimed invention is not obvious in view of the combined teaching of Glorioso and 
Bartholomew. 

The above arguments have been fully considered but deemed unpersuasive. The detailed 
reason for this rejection was set forth in previous office action. In response to applicant's 
arguments against the references individually, one cannot show nonobviousness by attacking 
references individually where the rejections arc based on combinations of references. See In re 
Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981); In re Merck & Co., 800 F.2d 1091, 231 
USPQ 375 (Fed. Cir. 1986). It would have been obvious to one of ordinary skill in the art to 
express erythropoietin or erythropoietin mimetibody in the chondrocyte taught by Glorioso et al. 
and combined with a biocompatible substrate based on the general knowledge in the art at the 
time of filing. The claimed invention would have been obvious because the substitution of one 
known element for another would have yielded predictable results to one of ordinary skill in the 
art. As evidenced by the teaching of Glorioso et al., one of ordinary skill in the art would have 
reasonable expectation of success in introducing a transgene into chondrocyte and express said 
protein in vitro or in vivo, and following the guidance of Bartholomew, one of ordinary skill in 
the art would have reasonable expectation of success in introducing the coding sequence of 
human EPO or mimetibody into a vector and express it in vitro or in vivo. Therefore, the 
invention would have been prima facie obvious to an ordinary artisan at the time the invention 
was made. At the time of filing, there are many ways of delivering cells to a given site in an 
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animal as evidenced by Bartholomew and Glorioso such as using IID or using biocompatible 
substrate. It is not the novelty of the claimed invention of using any device to deliver the 
genetically modified chondrocytes. Glorioso et al. discloses that chondrocytes may express a 
polypeptide of interest including interleukins, cytokines, tumor necrosis factors and biologically 
fragment thereof. EPO is a cytokine for erythrocyte precursors in bone marrow. While the 
nucleic acid sequence that expresses EPO is known at the time of filing, substituting the 
transgene transfected to the chondrocyte as disclosed by Glorioso with construct expressing EPO 
or fragment thereof would have yield predictable results to one of ordinary skill in the art, 
wherein the result is expressing EPO in said chondrocyte. KSR forecloses the argument that a 
specific teaching, suggestion, or motivation is required to support a finding of obviousness. As 
such, based on the combined teaching of Glorioso and Bartholomew, an ordinary skilled in the 
art would realize that all the claimed elements were known in the prior art at the time of filing, 
and would have combined the elements as claimed by known methods with no change in their 
respective functions, and the combination would have yielded predictable results to the ordinary 
artisan at the time of filing. Absent evidence from the contrary, the claimed invention would 
have been prima facie obvious in view of the teaching of Glorioso and Bartholomew at the time 
of filing. 

Claims 57-59 are rejected under 35 U.S.C. 103(a) as being unpatentable over Glorioso et 
al, in view of Okada et al. 

In response to this rejection, Applicants argue that the claimed invention is not obvious 
for same reason as discussed above because Okada et al. do not teach all the elements in claim 
48 and does not remedy the deficiency of Glorioso et al. 
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The above arguments have been considered but deemed unpersuasive for same reason as 
discussed above. Therefore, this rejection is maintained. 

Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CELINE X. QIAN whose telephone number is (571)272-0777. 
The examiner can normally be reached on 10-6:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joe Woitach Ph.D. can be reached on 571-272-0739. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Celine X Qian Ph.D./ 

Primary Examiner, Art Unit 1636 



